Background: It is increasingly accepted that patients want information about their proposed treatment, and that provision of such information may alleviate fear and may improve the process of obtaining informed consent. It is not yet clear what form such information should take. Objective: Based on differences shown previously between patients receiving standard treatment and those in clinical trials, a system of routine appointments with a chemotherapy nurse at least one day before the patient offered consent to treatment was established for all patients receiving chemotherapy in Leicestershire, at which time patients were given standardised written information regarding outpatient chemotherapy and specific drugs. Method: In order to complete the audit cycle, the previous questionnaire study was repeated. Results: From 160 questionnaires distributed, 131 complete replies were received. Compared with the previous audit, a significantly higher proportion of patients receiving standard chemotherapy remembered being given written information about chemotherapy from a nurse before starting their treatment and remembered signing a consent form. The significant difference in feelings of involvement in the decision to have chemotherapy between patients receiving standard chemotherapy and those in clinical trials detected in the previous audit was no longer detectable, suggesting the clinical effectiveness of the intervention performed. Conclusion: Implementation of nurse-led appointments with provision of standardised information before formal consent being taken should be studied further for its potential to improve patients' involvement in medical decision making.
Background: It is increasingly accepted that patients want information about their proposed treatment, and that provision of such information may alleviate fear and may improve the process of obtaining informed consent. It is not yet clear what form such information should take. Objective: Based on differences shown previously between patients receiving standard treatment and those in clinical trials, a system of routine appointments with a chemotherapy nurse at least one day before the patient offered consent to treatment was established for all patients receiving chemotherapy in Leicestershire, at which time patients were given standardised written information regarding outpatient chemotherapy and specific drugs. Method: In order to complete the audit cycle, the previous questionnaire study was repeated. Results: From 160 questionnaires distributed, 131 complete replies were received. Compared with the previous audit, a significantly higher proportion of patients receiving standard chemotherapy remembered being given written information about chemotherapy from a nurse before starting their treatment and remembered signing a consent form. The significant difference in feelings of involvement in the decision to have chemotherapy between patients receiving standard chemotherapy and those in clinical trials detected in the previous audit was no longer detectable, suggesting the clinical effectiveness of the intervention performed. Conclusion: Implementation of nurse-led appointments with provision of standardised information before formal consent being taken should be studied further for its potential to improve patients' involvement in medical decision making. D ecision making in medicine consists of a doctor's offer of treatment, based on the current evidence base, and the patient's consent to that offer. 1 An extreme example of such decision making is provided by the diagnosis of cancer, when potentially depressing statistics about survival and low probabilities of response to treatment must be combined with consideration of the potential toxicity of chemotherapy. Studies have claimed that 40% to 80% of newly diagnosed cancer patients wish to be involved in decision making, 2-4 but little is known about how best to provide relevant medical information to these patients for them to make an informed decision regarding consent. 5 Such research is particularly important in view of the increasing body of evidence suggesting that patients want more information about their proposed treatment, and that communication of such information may alleviate uncertainty and fear, [6] [7] [8] [9] [10] even when the patient prefers to adopt a relatively passive role in decision making. 3 The delivery of information to cancer patients by doctors and nurses has been defined as a ''primary responsibility'' in UK government initiatives, suggesting that written or other forms of information should supplement verbal communication in some cases. 11 National quality guidelines for the content and delivery of information to patients have been published, 12 but the effect on patient satisfaction of written information that meets these criteria has not been studied.
In a previous audit, we studied by questionnaire the general level of satisfaction with information patients had received before giving consent to chemotherapy, comparing patients receiving standard chemotherapy with those receiving chemotherapy in the context of a clinical trial. 13 Involvement in the decision to have chemotherapy was encouragingly high, although patients in clinical trials were significantly more likely than other patients to feel they had taken part in the decision to have chemotherapy. Our interpretation of the results was that the greater feeling of involvement may have pertained either to the closer involvement of trial nurses in obtaining consent or to the written information routinely offered in clinical trials.
In order to equilibrate the amount of written information offered by nurses to non-trial and trial patients in our department, a system of routine appointments was established for all patients being offered chemotherapy. By equilibrating the amount of written information offered to non-trial and trial patients by a chemotherapy nurse, and subsequently repeating the questionnaire study, we hoped to complete the audit cycle.
METHODS
Further to the previous study, 13 a system of routine appointments with a chemotherapy nurse was established for all patients receiving chemotherapy in Leicestershire from July 2001. At least one day before the patient offered consent to treatment, during a nurse-led consultation, patients were given standardised written information 14 regarding outpatient chemotherapy in general and the specific drugs being considered.
In a fortnight period during August 2002, all patients receiving chemotherapy in Leicestershire were offered the questionnaire by the clinic clerk. This number of patients was above the minimum required for results to reach statistical significance, allowing for the small proportion of patients in clinical trials (approximately 25% at this hospital). The questionnaire consisted of 10 basic descriptive questions about background and previous treatment, followed by the eight multiple choice questions to assess patient satisfaction as in the previously published questionnaire, 13 plus four extra questions shown in table 1. Space was offered in the questionnaire for patients to include their own comments. If the patient was currently in a clinical trial, recorded in the patient list before every clinic, a ''C'' was recorded on the back of the questionnaire by the clinic clerk before handing it to the patient. Anonymous replies were collected the same day in a labelled box in the waiting area of the chemotherapy suite, and responses analysed using simple descriptive statistics and Fisher's exact test on Minitab version 13.0 software package.
RESULTS
Excluding repeat visits, 191 patients attended the department for chemotherapy during the study period. Of these patients, 169 were asked to complete the questionnaire; the others were missed accidentally by the clinic clerk. A total of 160 patients accepted the document, and 131 replies were received either wholly or partially completed (82% response rate). Characteristics of the respondents are shown in table 2. A significantly greater proportion of patients remembered receiving written information and remembered meeting a chemotherapy nurse before giving consent to treatment than in the previous audit. 13 The mean age was 60 years (range 30-82) and the mean distance of home address from the hospital was 12 miles (range 0.5-176), with no significant differences between clinical trial (''C'') and non-trial patients.
Comparisons were made between clinical trial patients (n = 40) and non-trial patients (n = 91). Clinical trial and non-trial patients were equally likely to have received prior chemotherapy. In the previous audit, patients in clinical trials were more likely to feel that they had taken part in the decision to have chemotherapy (p = 0.05) than patients receiving standard treatment. 13 Reaudit did not detect a difference between the two groups, with a positive response from 73% of all respondents. Similar to the previous audit, fewer than 20% of respondents in both groups would have preferred greater involvement. Contrary to the previous study, in which only 56% of non-trial patients remembered signing a consent form, 74% of non-trial respondents remembered this event in the reaudit (difference between audits significant at p,0.01). In the reaudit, 31% of non-trial respondents thought a hospital nurse was the person who had given them the most information about their treatment; 4% of non-trial patients listed a hospital nurse as the chief informant in the previous study (difference between audits significant at p,0.001). Within the context of clinical trials, 27% listed a hospital nurse as the chief informant, a similar proportion to the previous audit. Reassuringly, 87% of all respondents felt satisfied or very satisfied with the information about side effects given to them before starting chemotherapy, with no significant differences between the trial and non-trial patients. This encouraging finding was reflected in the extra questions included in the reaudit (table 1) .
DISCUSSION
The use of quantitative scales to measure qualitative values is likely to represent a blunt instrument; however, the statistically significant results presented above provide some feedback for health care professionals and patient groups. In this reaudit, equilibration of written information received by patients receiving standard chemotherapy and those in clinical trials appeared to result in annulment of the significant difference in feelings of involvement in the decision to have chemotherapy detected in the first audit, suggesting the clinical effectiveness of the intervention performed. Although retrospective studies are limited by poor patient recall for information regarding cancer, as low as 25% in some studies, 15 it is not known whether written information improves or inhibits such recall. Despite this limitation, the clinical effectiveness demonstrated appears favourable.
It is also not known what form written information should take in order to be optimal for patients. A study of 25 factsheets offered to patients undergoing prostate surgery found a significant mismatch between the leaflets offered and the information patients actually wanted. 16 One review of written information offered to patients with hypertension has suggested that a wide range of leaflets should be made available to patients, so that they may choose the information best suited to their circumstances. 17 This approach may be limited by the varying levels of information patients already have about their diagnosis or treatment, and it depends on patients having the time and ability to choose the appropriate leaflet. Sensibly, it has been suggested that assessing patients' information needs should play a larger part in the education of health professionals, both at undergraduate and continuing educational levels. 18 As written information is developed, albeit conforming to national guidelines, 12 quality assessment and continual updating should be performed, perhaps using instruments developed specifically for this purpose. 19 Feedback may be obtained from patients by simple questionnaire, or preferably by in-depth interview studies. The relevance of language and cultural differences should also be noted in preparing appropriate information. 20 In terms of the questionnaire study performed here, the level of satisfaction with the BACUP leaflets 14 provided to patients appeared high.
The results of the reaudit do show that patients in clinical trials are significantly more likely to talk to a hospital nurse about their treatment than patients receiving standard treatment. This effect was detected in the original audit, 13 and has not been influenced by the system of routine appointments implemented for patients receiving standard treatment. It is likely that the closer involvement of a named nurse in administering each cycle of treatment results in a favourable nurse-patient relationship in the clinical trial setting, as opposed to standard treatment at our centre when different nurses often administer treatment on different occasions.
In conclusion, the significant difference in feelings of involvement in the decision to have chemotherapy between patients receiving standard chemotherapy and those in clinical trials detected in the previous audit was no longer detectable in the reaudit, suggesting the clinical effectiveness of the intervention performed. Implementation of nurse-led appointments with provision of standardised information prior to formal consent being taken should be studied further for its potential to improve patients' involvement in medical decision making.
